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iymeis of N-viny^yirolkfcme wfcridbi are addressed oa page 12; ft 
plication. 

Additionally, applicant have corrected TSble 2 on page 15 i 
Examiner, the dissolution times indicated for the prcparatiofis e^flxiWtiogi ^^^^A 
neously indicated minutesinstead of the correct unit of hours, A&such* tippte^tim 
obvious error and the correction does not introduce new matter. FaV^bl^ adSon is 
licited. ' • ,.7-'. 

The Examine rejected Oanris 1,2,4,610$, 10 to 16, arid 29 to 25 rad& 35 .I^^^iQ3^': ; : 
as being unpatentable in Ugfet of the teaching of Andries etaL (ja&G^ 
the disclosures of Goertz & (us 4^468), dlNakamicM et aL fm S»4§6^ 
(VS5#T*,7to) f zad of Jaftadai (TO 5^,74i) 7 and further in viewcrf 

0872233)* • \- / --^.j"-;- : ^ --^ : -^i/': a / : \.! 

As concerns the teaching of Andnes et aU and the dttddtoiiw^tii^^ 
a/. , Sasatarii etal., and ofTakdda the Examine essentially reiterated tMp<^ti<m earlfef 
proceedings and applicants' respectfully refer to their resjteCtive earti^ reaiat^ m tl^ ^ly^rted 
December 13, 2005, and the subniission dated May 06, 2006*both of 
corporated by reference. .. 

The Examiner applied the disclosure of fito ft <tf at. for showing the use of a aaadBbination of 
PW and hydroxypropyl m^yl cellulose (HFMC) as caftier for a c&ptsicfi^ 
foim, to fiirther s&pport fee portion that a person of ordinary skill wci^ : l]^ > 
employ HPMC in a preparation . \\: ^ ;;-, m 

comprising HIV inhibiting pyrinridra 

- infonnofasolidsdhi^ 
dressed in thie disclosure of Gtiertz et al+; 

- together wthHPMCwhkh^^ 
carrier as homo- or.CQjjtoly^ers of N-viny^piyrrojidQne; >atnc| 

- together with polyethylene glycol castor oil ester and dt^ 
et al and by Takada as known excipients. 

It is respectfully noted that Baert et al. relates to a preparation of the] 
comprises a sotiddlsp^<m of 1^ 
polymers. 2 ) The respective pharfliaeev^^ 

lae (I) to (VI) referfenced in ^piicants claims. Most notably. Iwiride coafeflfis ffijfeftte tenfer Of 




2) a. page 2, indicated tines 52 to 55, M £P 0 872233. 
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basicity, namely a phenyl bou^ amino nitrogen, whereas the com|H^ds (I)f:to 
applicajats' claijcaisi coataia at least oue further center of basicity, namely a;biteifel^«^ 
carries aa ixaiao hitrogea- Due td'there structural distiuctious, both the pofctrity 
the compounds (I) to (VI) can be expected tobe markedly distinafr<% 
of Lo\ritide. ¥topeti&& such as the polarity and the basicity have, bongi^^ 
dissolution properties of a compound and, correspondingly, oo the fotera<*&ia of the cc^poiiUd 
water-soluble polar polymers/ A person of ordinary skill in the art can therefore riot reasonably ex- 
pect that means which are suitable to provide for a sustained release dosage^fbnn of? Lo^^ ^i^ } 
act in an equivalent manner when the active ingredient is replaced by a cornpourM acd^ to apjfyli- ?•: 
cants 7 formulae (I) to (VI). ■ : V : - ? -' vV' -V'V. \ 

It i^ further respecrjftilly urged th^ B^^^^; address j 
done rather than a combination of polyvinylpyrrolidone (FVP) and : 
contrast to P VP, a hydropMliC, insoluble or poorly water-soluble <*ossliriketf 
as a disintegrant and ensures an immediate release of the active ingredient by rapidly i 
the preparation in the stomach. 5 ) The disintegrant properties result r>e<»use t^^^ 
has a large coefficient of e^araion which means t 
and aqueous environment and th^ destroy the matrix of 
entthatdisintegrantsare used only, as pointed out by Baertettd^ in immedi^ refe^prerja 

It should also be noted that crospovidone is, due to the CTOss-liiikmgj not;!bap^^v^^t^|:.. 
and, thus, not suiiahleas a PVP material in accordance with the teaching of GoertzethtL i^-^^^ix-- 
material in a<xc«toce^^ invention. 

The disclosure oWaert et al. is therefore not deetoed to close Or evenirtaofw^^ j 
applicants' invention on the one hand, and the teaching oiAtutries &al:* 
et aly Nak&nUhi et al. y $asntani et al., and of Takada on the other hand. . | 

The Examiner urged that the optimization of result -effective' pod^ 
within the skill in the art. The respective argument begs the question which '■^^^i^a^^^, 
effective to achieve a particular result. Ib support an argument that a 
under Section 103(a) a particular parameter must first be rerognked as a^r^^ 
i.e., a variable which achieves a recognized result, before the detenhiitatiori of i^(3p^ 
able ranges of said variable might be characterized as routine experimentation. 7 ) The X^urtfs ho^ng 
in In reBoescK 617 R2d 272, 2Q5 USPQ 215 (CCPA 1980) which was chedb^&e T^B^^^My\ • 

3) Cf. page 6, indicated lin^s 3 fo 5, of EPQ872233. ■} ^ " 

4) Cf. page 6, indicated liiris 3 to 5, of EP0872233. : . = 

5) C£ page 5, indicated line 56* to page 6, indicated line 2, of : ^^^^ ; V 

6) . Cf. page -5, treated Ifaes SG'and'57, of BP-6S72 253.- •• - '< /'~<^ : ' 

7) In mAntonie, 559 E2d 618^ 195 USPQ 6 (CCPA 1977). 
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cottsoaaatwitii those prratipfes. la the case referenced by the ExaiamecttepHdr^ so|gestedip^ 
portionai balancing of constitaeiils of aa alloy to achieve certiin results, ie, ^^^( : f>rfira:■■ ^.S^p&^c^y 
pointed out that the proportion* of the constituents was ifesuk effective. It i$ also re^c^^ noted 
that citing references Which merely indicate that the elements and/or features whiSi rjt^^in 
a claim are separately known in the art is not a sufficient basis for concluding that thecdtobiii^ 
of the elements which is defined by the claims would have been obvious t6 a person of dr^mary ^Jll 
in the art. 8 ) To render the claimed combination of elements obvious it is also nkx&saryShat theire^e 
evidence of a motivating force which would impel a person skilled in the ait to do what ap|*^ts 
have done. Hie mere fact that the prior art could be <xwobbined and/or modified so as to arrive at'tlki 
applicant's invention as claimed does not suffice to render such a modification prima facie obvious 
unless the prior art suggests the desirability of the modification 9 ) The fact that the respective de«n^ 
bination and/or modification is within the skill in the ait does not allow a conclusion th^t tftej^or 
ait provides for a mot ivation to make the pertinent combination and/cw: modfiE^ 
been able to produce" does not meet the standards applicable to a deteitnia^CMi yhdei S^^oo 

io3(a). u > . ■ . . ; : }\ 

It is ftetef6x<Stespectf^y iiiged that the subject matter of applicants*^ 
to be rendered obvious within ; the meaning of Section 103(a) by die teaching of Andiies &J0J$&» 
the disclosures of Goertz etah, Nakamichi etal., Sasatani etaL y and of Takada when f&r^ 
in view of the disclosure of Bard et at. Favorable reco&sideratian of the Examiner 's position and 
withdrawal of the rejection is respectfidly solicited. 

BgOTBT E20ma£ME TIME: 

It is respectfully requested that a three month extension of time be granted m &fe c^i h ^e 
respective $1020.00 fee is paid fey credit card (Fona PTO-2038 ^xclosed). 



8) Gf. Ex pane Hiyamizu, M) USPQ2d 1393 (BPAI 1988). ■ V 

9) Cf. In re Vattk, 947 F.2d 488> 20 U$FQ2d 1438 (Fed. Or. 1991); In j* Gbf^ 73$¥M$C», 221 USPfc 1125 
(Fed. Or. 1984); sae also, eg., interconnect Planning Corp. k Feil, 774 FJ&lX&'&ft^ 
mS)\InreGrabiak, 769 F.2d 729, 226 USPQ 870 (Fed. Or. 19&fy In mSernaker, 7^£&9& 2l7tnSPQ 
1 (Fed. Cir. 1983). ■ '*4 

10) . aJnnsRouffeti 149 F3d 1350, 47 U[SPQ2d 1453 (Fed. Cfc.1998); AlStaCorp* : » ^Intern^mi, 174 
F3d 1308, 50 USPQ2<f 1161 (Fed. Or, 1999), 

11) Orthokinetics, Inc. v. Safety Travel Chairs, Inc., 806 F.2d 1565, 1 USP02d 108 1 (Fed, dr. 1986). 

060901 -4- * ;*-V- 



,PAGE 5/21 * RCVD AT 9/1/2006 5:12:51 PM JEastem Daylight TimeJ 4 SVR:USPTO-EFXRF-5/20* DNIS:2738300 * CSID:2026590105 * DURATION (mm-ss);05-52 ; 



BEST AVAILABLE COPY 



Fax sent by : 2626590165 



NDDQ LLP 



89-81-86 16:11 Pg: 6/21 



Serial No. 



HANTKEetal. 



Please charge any shortage ia fees <tee in connection vd 
Extension of Tixne fees, to Deposit Account No. 14.1437- 
posit account 

Respectfully submitted, 

Nova 





&mck 
Na 36,902 



1300 Eye Street, N.W. 
Sdts 4fl& East Tower 
WasErington,D.C.2CW5 
(202)659-0100 

End: SPEcanqOTON Amendments (Appendix i) 
Claim A*&h©MENTS (Appendix II) 
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